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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any repty received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) Ef Responsive to communication(s) filed on 26 July 2004 . 

2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 36-46 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 36-46 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 05 September 2003 is/are: a)S accepted or b)D objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Priority 

This application is a continuation of application 09/896,926 filed on 6/28/2001 , 
which is a continuation-in-part of 09/61 1 ,237 filed on 7/6/2000. The examiner has found 
the claims in this application to be directed to the additional material presented solely in 
the 09/896,926. Thus all claims have been examined in reference to a filing date of 
6/28/2001. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 36-46 are rejected under 35 U.S.C. 112, first paragraph, because the 

specification, while being enabling for rasp having a handle accepted by a hollow shaft 

of a chisel, does not reasonably provide enablement for a chisel that simply slides over 

the handle of a rasp in such a way as to not require the chisel to encompass the handle 

of the rasp. The specification does not enable any person skilled in the art to which it 

pertains, or with which it is most nearly connected, to construct the invention 

commensurate in scope with these claims. Claims 37-46 have been rejected as being 

dependent upon claim 36. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the mariner in which the invention was made. 

Claims 36-46 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Winslow et al (US Patent 6,083,225) in view of Hamada (US Patent 6,436,101). 

Winslow et al disclose a "surgical retractor" (10), which could be used as a chisel 
due to its blades (20). It has a hollow inner cavity to which slot (16) interfaces. Column 
3, lines 25-28 discuss how the cavity is intended to guide surgical instrumentation to the 
surgical site. Column 5, lines 53-58 discuss how the slots (16) can also permit lateral 
introduction of spinal instrumentation. This final point would require instrumentation to 
include a radial protrusion in order to be handled by the surgeon. Winslow et al further 
disclose a two-piece implant (s and 200) where s is a bone growth material and 200 is a 
support member. > 

Winslow et al fails to explicitly disclose the use of a rasp with the device (10), 
however it is well known in the art to utilize a rasp, rongeur, osteotome, and the like 
when preparing bone surfaces for implantation. Hamada discloses a rasp for use in 
spinal surgery (501) with a detachable head portion (503) connected by a pin (131) that 
limits the rotation of the head portion with respect to the handle (105). While the 
dimensions of the rasp are unknown in relation to the chisel of Winslow et al, it is 
normally within the skill of one of ordinary skill in the art to simply scale up or down a 
device as long as the means to do so existed at the time, of invention. The motivation to 
allow sliding of Hamada's rasp within the guide of Winslow, et al includes limiting the 
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area obscured to the surgeon during a procedure as well as controlling/guiding an 
instrument safely into the body, especially one as critical as the spine. 

Hamada's rasp (503) as shown in Figures 43 and 44 has rasping structures on 
the top (507) and bottom (521) surfaces. One of ordinary skill in the art would have also 
readily seen the need to interface with the rasp head to slide it back and forth while 
within the cavity (16) of Winslow et al. Thus, pin (131) or a handle structure that would 
insert through the slot (16) of Winslow et al to connect to the bore (517) of Hamada 
would have been a simple substitution of function. With the handle in place (e.g. 131), it 
would also limit rotation of the rasp head within the hollow cavity of chisel (10). At this 
orientation, the top blade of the chisel would pass over the top surface of the rasp and 
the bottom blade would pass below the bottom surface of the rasp. 

It is inherent that the bone implant (s and 200) be shaped to fit within the regions 
prepared by the rasp and chisel, else there is no point in preparing the site for 
implantation. 

In regard to claims 44 and 45, applicant failed to disclose any criticality in using a 
c-shaped rasp head and c-shaped implant support. Examiner after reading the 
specification and analyzing the drawings has determined that the c-shape is solely a 
design choice. Applicant is using a c-shaped rasp that creates a circular removal of 
bone tissue with the support portion of the implant being inserted by the "c" opening. 
The bone graft material is then pushed in through the same opening. Hamada is using 
a circular rasp to also create a circular removal of bone tissue and implanting a 
subsequent circular support implant (Figure 62). The implant of Hamada has a bore 
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(757) to accept bone graft material as well. One of ordinary skill in the art would have 
readily seen how the implants of Hamada and Winslow et al are interchangeable as 
they perform the same function. 

The "c" opening of both the rasp and implant of applicant holds no patentable 
weight over Hamada because in both instances, applicant's device functions in the 
same way as Hamada. Creating a "c" opening in order to push an implant into position 
from the center is the same as pushing an implant by the side (as in Hamada). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Richard R. Shaffer whose telephone number is 571-272- 
8683. The examiner can normally be reached on 7-5 (Mon-Fri with occasional Mon or 
Fri off). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). A 



Conclusion 





"lib/of 



